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DODATEK ¢&. 1 KE SMLOUVE
O KLINICKEM HODNOCENi

mezi

BAYER s.r.o.

se sidlem: Praha 5, Stodulky, Siemensova
2717/4, 155 00, Ceska republika

zapsana v obchodnim rejstiiku u Méstského
soudu v Praze, oddil C, vlozka 391

IC: 00565474

DIC: CZ00565474

zastouiené na zakladé piné moci | EGEIN

(dale jen jako "Zadavatel")

Fakultni Thomayerova nemocnice

se sidlem: Videriska 800, 140 59 Praha, Ceska
republika

ICO: 00064190

DIC: CZ00064190

statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi CR Zfizovaci listinou
ze dne 25.11.1990 , ¢j. OP-054-25.11.90

zapsana v obchodnim rejstiiku u Méstského
soudu v Praze, oddil Pr, viozka 1043

zastoupena doc. MUDr. Zderikem BeneSem, CSc.,
feditelem

(dale jen "Centrum")

datum narozeni:
adresa bydlisté:
]

(dale jen "Hlavni zkouSejici")

uzavieny nize uvedeného dne, mésice a roku
podle ustanoveni § 1746 odst. 2 zakona
€. 89/2012 Sb., obcansky zakonik, ve znéni
pozdéjSich predpisu (dale jen ,Dodatek"):

l Uvodni ustanoveni

1. Dne 27.11.2020 byla mezi smluvnimi stranami
uzaviena Smlouva o klinickém hodnoceni

AMENDMENT No. 1 TO THE
CLINICAL TRIAL AGREEMENT

Between

BAYER s.r.o.

With its registered seat at: Prague 5, Stodlky,
Siemensova 2717/4, 155 00, Czech Republic
Registered at the Municipal Court in Prague,
Section C, Insert 391

ID No.: 00565474

VAT No.: CZ00565474

Reiresented on the basis of Power of Attorney by

(hereinafter referred to as "Sponsor")
And

Thomayer University Hospital

With its registered seat at: Videriska 800, 140 59
Praha, Czech Republic

ID No.: 00064190

VAT No.: CZ00064190

State contributory organization established by
Ministry of Health of the Czech Republic by
Foundation Deed dated 25Nov1990, ref. No. OP-
054-25.11.90

Registered with the Commercial Register kept by
the Municipal Court in Prague, Section Pr, Insert
1043

Represented by Assoc. Prof. Zdenek Benes,
MD., Ph.D., Director

(hereinafter referred to as "Center")

And

date of birth: -
iermanent address: | KGN

(hereinafter
Investigator")

referred to as  "Principal

entered into on the below stated day, month and
year pursuant to § 1746 sect. 2 of the Act No.
89/2012 Coll.,, Civii Code, as amended
(hereinafter referred to as “Amendment”):

1. Introductory Provisions

1. On 27 Nov 2020, the Clinical Trial
Agreement was concluded between the
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(dale jen ,Smlouva®), jejimz pfedmétem je
provedeni  Studie s nazvem , Kilinické
hodnoceni faze Il oralniho inhibitoru
tropomyosin-receptor-kinazy (TRK),
larotrectinibu, u pacienti s karcinomem
asociovanym s fuaznimi geny NTRK bez
ohledu na jeho lokalitu (tzv “basket study”)”
s Cislem protokolu 20289 (dale jen “Studie”),
a rozdé&leni povinnosti souvisejicich se Studii
mezi Zadavatele, Centrum a Hlavniho
zkousejiciho.

Il. Zména Smlouvy

1. Smluvni strany timto sjednavaji zménu
Smlouvy, aby upravili rozpoCet Studie
v souvislosti s aktualizaci protokolu Studie
(Protocol verze 11):

a) stavajici Pfiloha &. 1: Finanéni podminky
Smlouvy se ru8i vcelém rozsahu a
nahrazuje se novou Pfilohou €. 1 —
revidovanou Dodatkem &. 1, ktera tvofi
pfilohu tohoto Dodatku.

1l. Zavérecna ustanoveni

1. Ostatni ustanoveni Smlouvy zlstavaji timto
Dodatkem nezménéna. Tento Dodatek nabyva
platnosti dnem jeho podpisu posledni ze
smluvnich stran a Uuginnosti nabyva dnem
uverejnéni v registru smiuv.

2. Zadavatel bere na védomi, ze Centrum je

povinno uvefejfiovat informace v souladu se
zdkonem ¢&. 340/2015 Sb., o registru smluv.
Smluvni strany se dohodly, Ze Centrum
uvefejni verzi tohoto Dodatku ke Smlouve,
kterou mu za timto ucelem pfipravi a poskytne
Zadavatel nejpozdéji v den podpisu tohoto
Dodatku, a to v strojové Ccitelném formatu
v elektronické podobé.
Pokud Zadavatel danou povinnost podle
predchozi véty nesplni, je Centrum opravnéno
uvefejnit Dodatek samo, a to souladu
s pozadavky na rozsah informaci uréenych
k uvefejnéni stanovenych zdkonem
€. 340/2015 Sb., o registru smluv.

3. Tento Dodatek se vyhotovuje ve d¢tyfech
vyhotovenich, kdy Zadavatel obdrzi dvé
vyhotoveni a Centrum a Hlavni zkouSejici po
jednom vyhotoveni.

4. Tento Dodatek je sepsan vcéeském a
anglickém jazyce, pfi¢emz v pfipadé rozporu

contracting parties (hereinafter referred to as
.the Agreement®). Subject of the Agreement
is the performance of the study entitled
A Phase 2 Basket Study of the Oral TRK
Inhibitor larotrectinib in Subjects with NTRK
Fusion-Positive Tumors” with the protocol
number 20289 (hereinafter referred to as the
“Study”), and allocation of the Study related
obligation either to Sponsor, Center and the
Principal Investigator, as the case may be.

Il. Amendment to Agreement

The contracting parties hereby agree to
amend the Agreement to adjust the Study
budget in connection with the update of the
Study protocol (Protocol version11):

a) The current Appendix 1: Financial Terms
of the Agreement is deleted in its entirety
and replaced with the new Appendix 1 —
Revised by Amendment No. 1 attached
to this Amendment.

1l. Final Provisions

This Amendment is without prejudice to the
other provisions of the Agreement. The
Amendment shall be valid on the date of
signing by the last contracting party and
effective by publishing of the Amendment in
the contract registry.

The Sponsor acknowledges that Center is
obliged to publish the information in
compliance with Act No. 340/2015 Coll., on
Contract Registry. The contractingparties
agreed that the Center shall publish such
version of this Amendment to the
Agreement, which the Sponsor will prepare
and provide for this purpose not later than on
day of Amendment signing, in machine-
readable format in electronic form.

If the Sponsor fails to fulfil the obligation
pursuant to the previous sentence, the
Center is entitled to publish Amendment on
its own in accordance with requirements for
the scope of information intended for
publication, as stipulated by Act No.
340/2015 Coll., on Contract Registry.

This Amendment is executed in four original
copies. The Sponsor shall receive two
original copies and Center and Principal
Investigator receive one original copy each.

This Amendment is written in the Czech and
English languages, and in the event of a
conflict between the language versions, the
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mezi jazykovymi verzemi bude upfednostnéna
Ceska verze Dodatku.

5. Smluvni strany prohlasuji, Zze tento Dodatek
uzaviely na zakladé svobodné a vazné vile,
jeho obsah procetly a porozumély mu, a na
ddkaz toho pFipojuji své vlastnoruéni podpisy.

. Prilohy

Nasledujici prilohy, které tvofi soucast tohoto
Dodatku, se dnem jeho uc&innosti stavaji nedilnou
soucasti Smlouvy:

Pfiloha &. 1 —revidovana Dodatkem ¢. 1: Finanéni
podminky

Czech version of the Amendment shall
prevail.

5. The contracting parties declare that this
Amendment was concluded based on their
own free and serious will. The Contracting
parties read the Amendment and they
understood the Amendment, in witness
whereof the undersigned have signed this
Amendment.

IV. Appendices

The following Appendices which form part of this
Amendment, shall become an integral part of the
Agreement on the effective date of the
Amendment:

Appendix No. 1 — Revised by Amendment No. 1:
Financial Terms

3/4




BAY 2757556, Protocol No. 20289

2021 CZ_CO_62438

BAYER s.r.o.

Misto / Place: Praha

Datum / Date:

zmocnénec / Agent

Fakultni Thomayerova nemocnice

Misto /Place:

Datum / Date:

doc. MUDr. Zdenék Benes, CSc.
feditel / Director

Misto / Place:

Datum / Date:

Hlavni zkouSejici / Principal Investigator
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